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DETAILED ACTION 
Continued Examination Under 37 CFR 1,114 

1 A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
February 14, 2005 has been entered. 

Response to Amendment 

2. The amendment filed on February 14, 2005 has been entered. Examiner 
acknowledges that claim 1 has been amended. Subsequently, claims 1-8, 16 and 17 
are under consideration. 

Response to Arguments 

3. Applicant's arguments with respect to claims 1-8, 16 and 17 have been 
considered but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC §112 
A, The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 1-8, 16 and 17 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter, which was not described in the specification in such a way as to reasonably 
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convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. No amendment may introduce new 
matter into the disclosure of an application after its filing date. See MPEP § 608.04. 

Specifically, claim 1 now recites the claim limitation "a non-polymeric water 
soluble powder''; however, the originally filed disclosure does not provide evidence that 
Applicant possessed the newly claimed invention at the time the application was filed. 
In fact, the original specification of the instant invention discloses " fanvl suitable 
biocompatible material which does not interfere with the drugs, agents, compounds or 
materials utilized... may be utilized " (page 27, lines 10-20). Applicant is reminded that 
"any negative limitation or exclusionary proviso must have basis in the original 
disclosure." See MPEP § 2173,05(i). There is no specific recitation or support for a 
"non-polymeric" water soluble powder; and therefore, the subject matter added to claim 
1 is considered new matter and must be canceled from the claim. See In re Johnson, 
558 F.2d 1008, 1019, 194 USPQ 187, 196 (CCPA 1977); Ex parte Grasselli, 231 USPQ 
393 (Bd, App. 1983), aff'd mem., 738 F.2d 453 (Fed. Cir. 1984); and Ex parte Parks, 30 
USPQ2d 1234, 1236 (Bd. Pat. App. & Inter. 1993). 

Claim Rejections - 35 USC § 102 
6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States, 
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7. Claims 1-3, 6 and 17 rejected under 35 U.S.C. 102(b) as being anticipated by 
Donovan et al. (US 5,833,651). 

Regarding claim 1, Donovan et al. discloses a local drug delivery apparatus 
comprising: 

a medical device 10 for implantation into a treatment site of a living organism 
(column 5, lines 43-54); 

a layer including at least one agent in therapeutic dosages incorporated in a 
polymeric matrix and affixed to the medical device 10 for the treatment of reactions by 
the living organism caused by the medical device 10 or the implantation thereof (column 
6, line 54 through column 8, line 26); and 

a non-polymeric water soluble powder applied to a surface of the polymeric 
matrix for preventing the layer affixed to a surface of the polymeric matrix fully capable 
of preventing the layer affixed to the medical device from separating from the medical 
device prior to implantation of the medical device at the treatment site (column 8, line 66 
through column 9, line 28). 

Regarding claims 2-3, wherein the medical device 10 comprises an intraluminal 
medical device, such as a stent (column 5, lines 43-54). 

Regarding claim 6, wherein the at least one agent comprises an anti-coagulant, 
such as heparin (column 8, lines 45-65). 

Regarding claim 17, wherein the water-soluble powder comprises an anti- 
coagulant, such as heparin (column 9, lines 25-28). 
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Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at Issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness or 
nonobviousness. 

10. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
priorart under 35 U.S.C. 103(a). 
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11. Claims 1-8 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Chudzik et al. (US 2002/0041 899 A1 ) in view of Donovan et al. (US 5,833,651 ). 

Regarding claim 1, Chudzik et al. discloses a local drug delivery apparatus 
comprising: 

a medical device for implantation into a treatment site of a living organism [0003]; 

a layer including at least one agent in therapeutic dosages incorporated in a 
polymeric matrix and affixed to the medical device for the treatment of reactions by the 
living organism caused by the medical device or the implantation thereof [0022]; and 

a second layer applied to a surface of the polymeric matrix for preventing the 
layer affixed to a surface of the polymeric matrix fully capable of preventing the layer 
affixed to the medical device from separating from the medical device prior to 
implantation of the medical device at the treatment site [0080]. 

Chudzik et al. discloses a medical device comprising all the limitations recited in 
claim 1, but does not explicitly recite that the second layer is a non-polymeric water 
soluble powder. However, the use of this type of coating, such as a non-polymeric 
water soluble powder, onto a polymeric stent before implantation was known at the time 
the invention was made. Donovan et al. teaches the use of a second layer, such 
"powdered heparin [that] can be dusted on the stent" (column 9, lines 25-28). 

Further, the instant specification does not demonstrate the criticality of the use of 
a "powder" since it states, " [anvl suitable biocompatible material which does not 
interfere with the drugs, agents, compounds or materials utilized... may be utilized " 
(page 27, lines 10-20). 
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Therefore, it would have been obvious to one having ordinary skill in the art at 
the time the invention was made to modify the medical device of Chudzik et al. by 
substituting one second layer for an obvious equivalent, such as a layer made from a 
non-polymeric water soluble powder, because it is well known in the art, as taught by 
Donovan et al., to use a dusting of "powdered heparin" on an implantable stent. 

Regarding claims 2-3, wherein the medical device of Chudzik et al. comprises 
an intraluminal medical device, such as a stent [0065H0066]. 

Regarding claim 4, wherein the at least one agent of Chudzik et al. comprises an 
anti-proliferative [0054]-[0063]. 

Regarding claim 5, wherein the at least one agent of Chudzik et al. comprises an 
anti-inflammatory [0054]-[0063]. 

Regarding claim 6, wherein the at least one agent of Chudzik et al. comprises an 
anti-coagulant [0054]-[0063]. 

Regarding claim 7, wherein the at least one agent of Chudzik et al. comprises an 
immunosuppressant [0054]-[0063]. 

Regarding claim 8, wherein the at least one agent of Chudzik et al. comprises a 
non-viral gene introducer [0054]-[0063]. 

Regarding claim 17, wherein the water-soluble powder of Donovan et al. 
comprises an anti-coagulant, such as heparin (column 9, lines 25-28). 
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12. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Donovan et al. (US 5,833,651), as applied to claims 1-3, 6 and 17 above, or Chudzik et 
al. (US 2002/0041899 Al) in view of Donovan et al. (US 5,833,651), as applied to 
claims 1-8 and 17 above, and further in view of Schafer (US 6,407,067 B1). Donovan 
et al, or Chudzik et al. (US 2002/0041899 A1) in view of Donovan et al. (US 5,833.651) 
discloses a medical device comprising all the limitations recited in claim 16, with the 
exception of the powder being comprised of an anti-oxidant. However, the use of anti- 
oxidant as a coating on a stent was known at the time the invention was made. 
Specifically, Schafer teaches the use of a powdered antioxidant in combination with a 
salt of general formula I or II for coating artificial surfaces on medical devices, such as 
stents (column 4, line 39 through column 5, line 7). Therefore, it would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
substitute the anti-coagulant powder of Donovan et al. with an antioxidant powder (used 
in combination with a salt of a thrombin inhibitor) because it is well known in the art, as 
taught by Schafer, to use such a coating of this powder on a stent in order to have an 
"antithrombotic effect" during implantation of the medical device (column 1, lines 2-5). 

Conclusion 

13. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Andrea M. Ragonese whose telephone number is 
571-272-4804. The examiner can normally be reached on Monday through Friday from 
9:00 am until 5:00 pm. 
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14. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry A. Bennett can be reached on 571-272-4791. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

15. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




June 26, 2005 




